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English text
EXPLOITATION DOCUMENTATION

Latarjet EXPERIENCE Instruments for Installation of Implants for Treatment

of Instability Shoulder
DESCRIPTION

Latarjet EXPERIENCE Instruments for Installation of Implants for Treatment

of Instability Shoulder:

1 Inline Coracoid Drill Guide - 1 piece;

2. Coracoid Drill - 1 piece;

3. Subscapularis Channeler - 1 piece (if necessary);

4, Latarjet, Switching Stick - 1 piece (if necessary);

5. Latarjet, Small Switching Stick - 1 piece (if necessary);
6. Sharp Curved Osteotome - 1piece (ifnecessary);

7. Coracoid Screw 3.5mm - 1 piece (if necessary);

8. Reference Tube - 1piece (if necessary);

9. Combo Screwdriver - 1piece (if necessary);

10. Glenoid Guide - 1piece (if necessary);

11. Coracoid Offset Pin - 1piece (if necessary);

12. Coracoid Top Hat Drill - 1piece (if necessary);

13. Top Hat Tap - 1 piece (if necessary);

14. Glenoid Offset Pin - 1 piece (if necessary);

15. Subscapularis Spreader - 1piece (if necessary);

16. Latarjet, Hohmann Retractor - 1piece (if necessary);
17. Glenoid Lever, Double Prong - 1 piece (if necessary);
18. Latarjet Humeral Head Retractor - 1piece(if necessary);
19. Glenoid K-wire (380 mm) - 1piece (if necessary);

20. Latarjet, Small Probe - 1 piece (if necessary);

21. Latarjet sterilization container, included (if necessary);

21.1 Latarjet, Case Lid - 1piece;
21.2 Latarjet, Tray - 1 piece;
21.3 Latarjet, Case -1 piece.
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Russian text
SKCMNYATAUNMOHHAA AOKYMEHTAL A
Ha6op WHCTPYMEHTOB [ANS YCTAaHOBKW MMMNNAaHTaTOB AN NleyeHun
HecTabunbHOCTU NneyeBoro cycTtaBa Latarjet EXPERIENCE
OrNMMCAHIWE
Ha6op WHCTPYMEHTOB [ANA YCTAHOBKW WMNAAHTATOB [ANA  fleYeHus
HecTabunbHOCTK NaeyeBoro cyctaBa Latarjet EXPERIENCE, B cocTaBe:

1 HanpaBuTenb ceepna 4N KNHOBOBUAHOINO OTPOCTKa - 1wT,;

2. CBepno 4N KNKOBOBUAHOIO OTPOCTKa - 1WT.;

3. PeTpakTop gnA nNOANOMNATOYHOW  MbiWLbl - 1 wTt. (npwu
Heob6xoamMmMocTn);

4. Mepekntoyvatenp Latarjet- 1wT. (npn HeobxogmMMoCTH);

5. Mepekntoyatens Mmanblin Latarjet- 1wT. (Mpn Heo6X0A4UMOCTH);

6. OCTeoTOM OCTpPbI/i M30OTHYTbHIA - 1 WT. (NpWM HEO6XOANUMOCTK);

7. CTepXeHb BUHTOBOW ANS KNIOBOBUAHOrO OoTpocTkKa 3,5 MM - 1 wr.
(npn HeobxogmMmMoOCTH);

8. 30HA M3MEPUTENbHbIA - 1 WT. (NpWM HEOO6XOANMOCTK);

9. OTBepTKa KOMOWHMpoOBaHHasA - 1 wT. (Npn HeobXxo[UMOCTH);

10. HanpaBuTenb cBepna gns rneHonga- 1 wT. (MpU HEO6XOANMOCTK);
11. W TngT-HanpaBuTenb odhceTa 4NA KAKOBOBULHOTO OTPOCTKa - 1 wWT.
(npn HeobxoaMMoOCTH);

12. CBepno K runb3e ANA KAKWBOBUAHOIO OTpocTKa - 1 wT. (npwu
HEeo6X0ANMMOCTH);

13. MeTumnK runb3bl - 1wT. (NpN Heob6XoAMMOCTHN);

14. W TndhT-HanpaBuTens oddceta fns rnedompga - 1 wT. (npwu
HEeo6X0ANMMOCTH);

15. Pacwwupurtens noanonaToyvyHOo M bl LU L b - 1 wT. (npwm
HeobxoanmocTn);

16. PeTpakTop X0oxMaHa KOCTHbIn Latarjet—1wT. (Npn HeobxogmMMoOCTH);
17. Pacwwuputens pgna rneHoumpga ¢ 2 3ybuamum - 1 wt. (npwu
HEeo6XoANMMOCTK);

18. PeTpakTop TronoBkuW nne4vyeBoir KocTum Latarjet — 1 wTt. (npwu
Heob6xoaMmMocTn);

19. MpoBogHuk pans rneHomga K-Wire (380 wmm) - 1 wTt. (npwn
HEeo6X0ANMMOCTK);
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Important: Please read these instructions for use, and the corresponding
surgical techniques carefully before use. Ensure that you are familiar with
the appropriate surgical technique.

Latarjet EXPERIENCE Instruments for Installation of Implants for Treatment
of Instability Shoulder are supplied non-sterile.

Latarjet EXPERIENCE Instruments for Installation of Implants for Treatment
of Instability Shoulder are to be used in two specific procedures; “Latarjet” and
“Bristow”.
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20. 30HA manblidi Latarjet—1wT. (npu HeobxogumocTn);
21. KoHTelHep Aans  cTepuansauunmu Latarjet, B
HeobXxoAamMMocCTH);

21.1 KpblwKa noTka gna crepunusaymm Latarjet- 1wrT.;
21.2 BcTaBka B N0OTOK Ans ctepunusayumn Latarjet- 1 wr.;
21.3 loTok gna ctepunmusaymm Latarjet - 1 wT.

coctaBe (npwu

BaxkHo: nepen wWCnosibsoBaHNMEM BHUMaTE/IbHO HpOLIMTaVITe OAaHHYHO
MHCTPYKUMKO MO MNPUMMEHEHNK KN ONKCaHnWe COOTBETCTBYHOLLNX
XNPYPrnuvyeCKnMx TeXHUK. Y6e,ﬂ|VITECb, yto Bbl 03HaKOM/IEHbI C

NCMONb3YEMON XMPYPTrnUYeCKONn TEXHUKOIA.

Ha6bop WHCTPYMEHTOB [ANf YCTAaHOBKW UWMMNNAHTATOB [ANS Ne4YeHus
HecTabunbHOCTM nneveBoro cyctaBa Latarjet EXPERIENCE nocTtaBnstoTCcsa B
HEeCTEPU/IbHOM BUJE.

Ha6op WHCTPYMEHTOB [ANA YCTAHOBKW UMNNAHTATOB [ANA  fleYyeHus
HecTabunbHOCTKM NneyeBoro cycTtaBa Latarjet EXPERIENCE npegHa3HauyeHbl
4Nna nposefeHuna ABYX npouenyp: «Latarjet» n «Bristow».
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HecTepunbHblii HAG0P NHCTPYMEHTOB A4/19 YCTaHOBKM MMMIaHTaTOB 41
neyeHns HecTabubHOCTM nneyeBoro cyctaBa Latarjet EXPERIENCE

Non-sterile reusable Latarjet EXPERIENCE Instruments for Installation

Quantity, pcs

Cat.# Variations: . . K
0N1-BO, LWIT.
Latarjet  Bristow Homep HO BapuaHTbl MCMONHEHNS: _ _
Karasory Latarjet  Bristow
288205 Subscapularis Channeler 1 1 PeTpakTop  AnA MOAN0NATOUHOI
288205 1 1
288240 Latarjet, Switchina; Stick MbIL LBl )
288101 Latarjet, Small Switching Stick 288240 Mepekniodatent Lata”ft ) 1 1
288204 Sharp Curved Osteotome 288101 MepekntoyaTtenb manbln Latarjet 1 1
288204 OCTeO0TOM OCTPbIA M3OTHYTHIN 1 1
288209 Coracoid Screw 3.5mm 2 1 CTep)KeHb BUHTOBOW ans
288209 KNOBOBUAHOI0 OTPOCTKA 3,5 MM ? !
288210 Reference Tube 1 288210 3 A P N ' 1
288211 Combo Screwdriver 1 OHA NIMEPUTENbHLIV
288211 OTBepTKa KOM6UHMPOBAHHAA
288200 Inline Coracoid Drill Guide 1 1 HanpasuTens ceepna Ans
288200 1 1
288221 Glenoid Guide 1 1 KNIOBOBNAHOTO 0TPOCTKA
. . 288221 HanpaButenb cBepna gna rneHounja 1 1
288206 Coracoid Offset Pin 1 1
268206 W TndhT-HanpaButens oddceta AnAa 1 1
288202 Coracoid Top Hat Drill 1 1 KNHOBOBMAHOTO OTPOCTKA
288201 Coracoid Drill 1 1 288202 CBepno K runb3e Agns KNOBOBUAHOTO 1 1
288203 Top Hat Tap 1 1 0TpOCTKaA
288208 Glenoid Offset Pin 1 1 288201 CBepno ANns KJAOBOBMAHOIO OTPOCTKA
288215 Subscapularis Spreader 1 1 288203 MeTunK runbssl
288213 Latarjet, Hohmann Retractor 2 2 288208 W TndhT-HanpaButens oddceta Ans 1 1
288214 Glenoid Lever, Double Prong 1 1 rneHounpa
288212 Latarjet Humeral Head Retractor 1 1 288215 Pacwuputens noAanonaTtoyvyHon 1 1
288207 Glenoid K-Wire (380 mm) 1 1 M bl LLI L bl
288242 Latarjet, Small Probe 1 1 PeTpakTOp X oXMaHa KOCTH bl i
288213 . 2 2
Latarjet
Pacwwupuntens Ana rnedoupga ¢ 2
288214 P A A 1 1
3ybuamm
PeTpakTop ronoBKW Mje4vyeBOil KOCTM
288212 p. P 1 1
Latarjet
MpoBogHUK Ana rneHompga K-Wire
288207 POBOA A A 1 1
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(380 mm)
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INDICATIONS
Latarjet EXPERIENCE Instruments for installation of implants for

instability provide to the
orthopedic surgeon with means and ability to manipulate and position

treatment of shoulder are intended to

the implantable devices/ screws to perform the cortical bone fragment
fixation on another osseous surface.

CONTRAINDICATIONS

Not for use in conditions that would retard healing (e.g. blood supply

limitation, infection), and conditions which would tend to compromise the
patient’s ability to heal, such as cognitive state.

WARNINGS
¢ Read these instructions prior to use of Latarjet EXPERIENCE Instruments
for Installation of Implants for Treatment of Instability’ Shoulder.

e Do not use if the label is missing. It is imperative that the surgeon and
operating room staff are fully conversant with the appropriate surgical
technique for the use of Latarjet EXPERIENCE Instruments for Installation of
Implants for Treatment of Instability Shoulder.

e Latarjet EXPERIENCE Instruments for |Installation of Implants for
Treatment of Instability Shoulder are supplied non-sterile (reference product
list under DESCRIPTION above). Clean and disinfect the instruments after
each procedure as described in the Cleaning/Disinfection/Sterilization section
below; sterilize prior to the first use and every subsequent use.

e The K-wires and Drills in the Set have sharp cutting edges that may puncture
skin. Handle with care.

PRECAUTIONS
e Inspect the instruments before use for integrity and compatibility in order to
ensure proper functionality and safety.

* Replace all dull instruments.
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288242 30HA mManblii Latarjet 1 1
MOKA3AHNA
Ha6op WHCTpPY'MEHTOB AN YCTAaHOBKM UMNNAHTATOB [ANd  Ne4vyeHUs

HecTabunbHOCTU NneyeBoro cyctaBa Latarjet EXPERIENCE npegHasHaueHbl
ans no3NLUOHNPOBaHUA UMONAHTUPYEMbIX nsgennii/ BUHTOB n
MaHWNYNMPOBaHUA UMW, @ UMEHHO ANA PUKcaLum pparMeHTa KOpTUKaNbHOM
KOCTW Ha KOCTHOW MOBEPXHOCTW APYFOAN KOPTUKANbHON KOCTMW.

MPOTVMBOMOKA3AHUA

He nNpuMeHATb, eCcNu MMeKTCa COCTOAHMA, KOTOPble MOry'T 3amefnaThb
3aXuBneHue (HanpumMmep, HapylweHne KpOBOCHa6XeHUA, MHPEKLNSA), a TakxKe
COCTOAHMUA, KOTOPble MOFYT MNpenATCTBOBATb BbI3JOPOBAEHNI0O MaLUeHTa,
Hanpumep, KOTHUTUBHbIe paccTpolicTBa.

MNPEAYTMPEXAEHUNA

e MpoynTainTe faHHY WMHCTPYKLMWIO Nnepej UCNONb30BaHWEM WHCTPYMEHTOB
ONS YCTAaHOBKW WMMNNAHTATOB [ANA NeyvyeHMS HecTabWUAbHOCTM MAe4YeBOro
cycTtaBa Latarjet EXPERIENCE.

e 3anpeuw,eHoO NCNONb30BaTb NPU OTCYTCTBUMN 3TUKETKU. O6A3aTeNbHO, YTOObI
XWUpYpr W BCA oOnepayuoHHas 6puraga B COBEpLWEHCTBe Bajenu
XWUPYPruyeckon TeXHWKOW, And KOTOPOMN WMCNONb3YKTCA WHCTPYMEHTbl ANA
YyCTAaHOBKW MMNAAHTATOB AN Nle4eHUN HeCcTabWNbHOCTWM MNe4YeBOro cycTaBa
Latarjet EXPERIENCE.

e Habop MWHCTPYMeHTOB AN YCTaHOBKM WMNNAHTATOB ANA JNleYeHus
HecTabuUNbHOCTU MNe4yeBOro cycrtasa Latarjet nocTaBnAlOTCA B HECTEPUIBHOM
cocTofAHUM (CM. CMAMCOK W3denMin B nNpPUBEAEHHOM Bbllle pasfene
«OMMNCAHWE»). BbinonHANTe OYUCTKY W AE3UH(PEKLMIO WHCTPYMEHTOB
nocne KaXxpaoi npouefypbl B COOTBETCTBUMN C MHCTPYKLUAMU B NPUBELEHHOM
HUXe pasgene 06 0YMUCTKe, Ae3WH(peKUWM U cTepunusauun; BbINONHAKTE
cTepunmnsaumnio nepes nepBbiM U KaXblM NOCNeAYIOLL UM UCNONb30BAHUEM.

e MpoBogHUKN K-Wire n cBepna UMEOT OCTPble PeXyl e KPOMKN, KOTOPbIe
MOTYT NPOKONOTb KOXY. [M03ToMy 06pawaTtsCia ¢ HAMU cnefyeT OCTOPOXHO.
MEPbI MPEJOCTOPOXHOCTU

e Mepea KaxAblM MCNONb30BaHWEM MNpPOBepAWTE MHCTPYMEHTbl Ha MpeaMeT
LenocTHOCTU W COBMECTMMOCTM, 4TO6bI o06ecnedynTb WX Hajnexauiee
(hYyHKLMWOHUpOBaHME N 6€30NaCHOCTb.

e 3aMeHAlTe BCe 3aTYN/IEHHbIE UHCTPYMEHTHI.
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« Highly alkaline conditions can damage products with aluminum parts.
« Avoid exposing instruments to hypochlorite solutions, as these will promote
corrosion.

CLEANING AND DISINFECTION OF NON-STERILE
INSTRUMENTS
Disassembly:
« Disassemble before cleaning and sterilization.
1 383206
Warnings:

¢ Wear appropriate protective equipment; eye protection, gloves, etc.

¢ Cleaning should be performed immediately after each procedure, before
blood, saline and debris are dr>"

¢ As disinfection alone is not adequate, instruments should be sterilized before
each procedure.

e Prior to sterilization, instruments should be cleaned by either manual or
automated means described below:

Manual Cleaning

1. Rinse with water that has been purified (e.g. demineralization, deionization,
reverse osmosis, distillation).

2. Prepare an enzymatic cleaning solution according to the manufacturer's
instructions.

3. Submerge the devices in the enzymratic solution for 10 minutes, scrub the
submerged instruments with a soft sponge and agitate. Use a pipe cleaner for
lumens, crevices and slots.

NOTE: Ultrasonic cleaning will provide the most efficient cleaning.
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* CUNbHAA WeNoYHas Cpefla MOXET PaspyWnTb WHCTPYMEHThI, cofepxaline
antOMUHUEBbIE 3NEMEHTHI.

* He noaBepraiiTe MHCTPYMEHTbI BO3A4eWCTBIUIO PACTBOPOB FMMNOXN0PUTOB, TakK
KaK OHW CMoCco6CTBYIOT KOPPO3MMK.

OUNCTKA n AE3NHDEKLUWNA HECTEPWJ/IbHbIX
NMHCTPYMEHTOB
Pasbopka:

« CnefyeT paso6partb nepes OYUCTKONA U cTepunmsaumneii.

Nl

L pel»—
MpeaynpexaeHus:
e icnonb3yinTe Hagnexaljme CPpecTBa 3allUThl; 3aUUTHbIE OUKW, NEpUYaTKM U
T. 4. .

e O4uCTKYy cneflyeT BbIMOJHATbL Cpa3y Xe Nocne Kaxfoi npoueaypbl, noka
KpOBb, CONEBO pacTBOP U hparMeHTbl TKaHel He ycnenu BbICOXHYThb.

e MMpoBejeHne OfHOW NUWb Ae3NUH(pEKLUU He NPUEMIEMO, WUHCTPYMEHTbI
cnefyeT CTePUMNN30BaTh Nepes Kax Aol npoLeaypoil.

e Mepea HayanoM CTepuNU3aluyM WMHCTPYMEHTOB CNeAyeT BbIMOMAHUTL KX
aBTOMATUYECKYI MWAM PYYHYH OUYUCTKY B COOTBETCTBMUM CO CAEAYHL UMK
yKasaHnsaMu;

Py4dHas ounctka

1. NMpomoiNTe WMHCTPYMEHTbl O4YMWLeHHON BOLOW (Hanpumep, C NOMOLbIO
feMUHepanusauuu, jenoHn3aLnm, o6paTHOro ocMoca, AUCTUANALNK).

2. MoproToBbTe (EPMEHTHbI 4YUCTAWMUKA pacTBOP B COOTBETCTBUM C
WHCTPYKUNSAIMWU NMPOU3BOAUTENS.

3. Morpy3nTte MHCTPYMEHTbl B (hePMEHTHbI pacTBOop Ha 10 MUHYT, NpoTpuUTe
KaXAbli M3 HUX MATKOI FTYyO6KOM n nobontainTe ux B pacteope. nd o6paboTku
NPOCBETOB, W eneli N Npope3eil NCNONb3YINTe epWNK ANA TPY6OK.
MPUMEYAHWME: Hanbonee ah(peKTUBHON ABNAETCA YNbTpa3ByKoBas
O4YNCTKa.
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¢ Rinse with distilled or demineralized water, agitating for 1 minute; repeat
rinse twice.

Dry devices thoroughly before storage.

Automated Cleaning

1. Perform the pre-cleaning step by flushing an enzymatic detergent through
the lumens using a 5mL syringe and needle and using a soft bristled brush to
scrub the crevices and slots. Rinse the device until no visible detergent is
present then clean using the automated process below:

Wash - Cold water, temperature 80°F (27°C) for 35 seconds

"Wash - Hot water, temperature minimum 140°F (60°C) for 2 minutes
Wash - Cold water, temperature 80°F (27°C) for 45 seconds

Wash - Hot water, temperature minimum 140°F (60°C) for 2 minutes
Thermal Rinse-Hot water, temperature 180°F (82°C) for 1 minute

Drying - Hot air, temperature minimum 180°F, (82°C) minimum 6 minutes

2. Inspect the instruments after each cleaning cycle to ensure proper
functionality function and safety. If you suspect a problem, set aside the
Instrument for repair.

3. After cleaning, disinfection must be performed by immersion in a
disinfection solution such as Activated Glutaraldehyde followed by rinsing and
drying.

4. Desinfection must be carried out in accordance with the manufacturer’s
instructions for use of the disinfectant.

STERILIZATION OF NON-STERILE INSTRUMENTS

Sterilization Warnings

Sterilization is not a substitute for cleaning. Devices must be thoroughly
cleaned prior to sterilization.
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eMpomMoinTe AUCTUNNNPOBAHHOW UNWN EMUHEPANM30BaHHOW BOAO, no6onTas
WHCTPYMEHTblI B BOfle B TeyeHMe 1 MUHYTbI; NOBTOPUTe 3Ty Npoueaypy fBa
pasa.

«TWaTeNbHO BbICYWUTe U3AENNE Nepes NOMeL, eHNEM Ha XpPaHEHME.
ABTOMaTUYECKASA OUMNCTKA

1. MpoBeanTe NpeABapUTENbHYI OYUCTKY', AN 4Yero ¢ MOMOLWbLIO WApuya
06beMOM 5 M ¢ UrNoi NpomoiiTe MPOCBETbl MHCTPYMEHTOB (DEPMEHTHbLIM
MOKLWMNM CpeACTBOM, a 3aTeM MNpoOM3BeAWTE OUYUCTKY LWeneid M npopesei
WeTKOW C MATKOW WeTMHON. MpomoiTe wusgennme A0 MNOMHOTO yAaneHuWs
CNe0B MOKILEro CpeAcTBa, a 3aTeM OYUCTUTe €ro, UCMOMb3ys OMUCAHHYIO
HMXXe aBTOMaTU3NPOBaHHYO MpoLuesypy:

e MpombiBKa — X0N0AHONW BOAON npu Temnepatype 80°F (27°C) B TeueHune 35
CeKYHJ

e« [IpoMblBKa — ropsAveit BOAON npu TemnepaTtype He meHee 140°F (60°C) B
TeyeHue 2 MUHYT

e MpomblBKa — X0N0AHOM BOAON npu Temnepatype 80°F (27°C) B TeueHue 45
CeKYyH[

e [TpoMblBKa —-ropsayeli BOAON npu TemnepaType He meHee 140°F (60°C) B
TeyeHue 2 MUHYT

e TepMunyeckas NpoMbiBKa — ropayei Bogou npu Temnepatype 180°F (82°C)
B TeyeHne 1 MUHYThI

o CyLLKa — ropsuumM Bo34yXoM Mpu TemrepaType He MeHee 180°F (82°C) He
MeHee 6 MAHYT

2. [llocne KaxAoro LumMKna OYUCTKUM MNpPOBEpPSTe MHCTPYMEHTbl, 4TO6bLI
obecneuynTb WX Hajgnexauee ¢GYHKUMOHMpPOBaHWe U 6GesonacHocTb. [pwu
HaNMuMm NOAO3PEHUIA B HEUCMPaBHOCTM WMHCTPYMEHTa OT/NIOXWUTE ero Ans
peMoHTa.

3. lMocne 04YNCTKM HEOGXOAMMO BbINOMHUTbL AE3UH(EKLU C MOMOLLbIO
NOrpy>XeHus B Ae3MH(pUUMUPYOLW U pacTBOp, Hanpumep, aKTUBUPOBAHHbIN
rnyTapanbferuj, ¢ nocneAytouieil NPOMbIBKON 1 CYLLKON.

4. Nle3anHpeKUUs AOMKHbI BbIMONHATHCA B COOTBETCTBUM C WHCTPYKLMER no
NPUMEHEHUIO NMPON3BOAUTENA UCMONb3YEMOTO Ae3NHBEKTAHTA.
CTEPUITN3ALUNA HECTEPNJ/TbHbIX NMHCTPYMEHTOB
I'Ipe,qynpem,quml OTHOCUTEJIbHO CTEPUTN3aLNN

CTepunusaumns He MOXET 3aMeHATb c0o60i ouyncTKy. Mepen cTepunusaumeit
nsaenus cnegyeT TWaTenbHO OYUCTUTD.
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e Prior to surgical use, the instruments should be cleaned as described below.

« Wrap instruments in accordance with the wrap manufacturer’s instructions
for use. Local procedures, using standard wrapping techniques such as those
described in the current revision of ANSI/AAMI ST46 can be also referenced.
In the United States (US), use an FDA-cleared Sterilization Wrap.

+ Store in a cool, dry place.

e Forreusable instruments that are provided in sets, use the Latarjet sterilization
tray for containment during sterilization. Place the instrument in the
appropriate location within the sterilization tray. If a specific location is not
identified for an instrument, it may be placed in the general purpose area
ensuring that the sterilant has adequate access to all surfaces including difficult
to reach areas, lumens, etc. Use a validated, properly maintained and calibrated
steam sterilizer.

e The total combined sterilization tray system (devices, internal trays, outer
sterilization case and lid) should not exceed 10 kg (22 Ibs) weight limit.

¢ Do not stack tray systems for sterilization.
The following methods and parameters have been validated:
1. Prevacuum (Dynamic Air Removal) Steam Sterilization;

Sterilizer type: Prevacuum/Porous Load

Effective steam sterilization can be achieved using the following cycles:
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e epen ncnonb3oBaHNEM B XUPYPrMYecKOW onepaLum MHCTPYMEHTbI cneayeT
OYUCTUTb B COOTBETCTBMU C MPUBELEHHBIMU HUXE MHCTPYKLUAMMK.

e Ob6epTbiBaHNE MHCTPYMEHTOB BbINOMHANTE B COOTBETCTBUMN C UHCTPYKLUAMMU
no MNPWUMEHEHWIO, NOArOTOBMIEHHbIMW NPOM3BOAMTENEM MaTepuana Ansa
o6epTbiBaHMA. TakXe MOXHO cnejoBaTb MECTHbIM  npouegypam u
MCNonb30BaTb CTaHAAPTHbIE TEXHUKN 06epTbiBaHUA, HANPUMEP, ONUCAHHbIE B
feAcTByOWMX pegakumax cTaHgaptoB ANS1I/AAMI ST46. B CLWA
ncnonb3yinte matepuan gna obepTbiBaHMA Npu cTepuamsauumn, o406pPeHHbIN
FDA.

¢ FIHCTpvMeHTbi cnegveT XpaHUTb B CyXOM MPOX/afHOM MecCTe.

e lnA MHCTPYMEHTOB MHOFOKPaTHOr0O UCNONb30BaHWA B KauyecTBe eMKOCTell
ANs  cTepunusauum  WUCNONb3yiTe NOTOK AnNa  cTepunusauumm  Latarjet.
MomecTuTe WHCTPYMEHT B MNoAXxojAauiee ANA Hero MecTo B /0TKe AnA
cTepunmnsaumun. Ecnn kakoe-nnb6o cneymanbHoe MeCTO ANS UHCTPYMeHTa He
onpefiefieHo, ero MOXHO nmnoMecTuTb B o6uwyt obnactb, o0b6ecneuyus
[OCTaTOYHbI [AOCTYN CTEpPUIM3YHOLWEro areHTa KO BCEM MOBEPXHOCTAM,
BK/MOYas TPYLHOAOCTYNHble MecTa, MpPOCBeTbl M T. f.
BaNNANPOBaHHbIW, Hagnexatwum obpasom
KannmbpoBaHHbI MapoBOW CTepuAnsaTop.

e O6WMKNIA BEC NONHOCTbIDO YKOMMNEKTOBAHHON CTepUNN3aLUOHHONW CUCTEMBI
(BKNtOYaf MHCTPYMEHTbI, BHYTPEHHUE BCTaBKMW, BHELWHMWA NOTOK WU KPbILWKY)
He A0/KeH npeBblwath 10 Kr (22 dhyHTOB).

e 3anpel,eHo CTaBUTb CUCTEMbl OAHA HA APYTYH AN CTepunmnsauum.
BanugupoBaHbl crefjytouime MeToabl U napameTpbl;

Mcnonb3syinTte
ob6cnyXunBaemblii "

1. MapoBas cTepunu3aumus c NpeaBapuTebHbIM BaKyyMUpoOBaHUeM
(auHamunueckoe yaaneHue sosayxa):

Twn cTepunnsatopa: ¢ npeABapuTeNbHbIM BaKyyMUpoBaHWeM/ans
NOPUCTBIX CTPYKTYP

LocTaTouyHas s eKTUBHOCTb NapoOBOi CTepunmM3aLumu AOCTMXUMA NPU
MCNONb30BaAHWUN CNEAYI0 W UX LUKNOB:
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Minimum Exposure

Cycle Type Temperature Time

P 132°C 4 min
revacuum (270°F)

Prevacuum 134-137°C 3 min

(outside the U.S.)
Drvina Time: 30 minutes
2. Gravity -Displacement Steam Sterilization (for instruments only):

Sterilizer type: Gravity

Minimum Exposure
Time
10 min

Cycle Type Temperature

Gravity Displacement 132°C(270°F)

Drying Time: 40 minutes

Instrument Configuration: Individually Wrapped.
Filling the insert in the Latarjet, Tray before sterilization:
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Temne a MwuHumanbHoe
Tun unkna Mneparyp Bpemsi 06paboTKM
MpenBapuTenbHoe 132°C(270°F) 4 MUH.
BaKyyMupoBaHue
MpepBaputenbHoe
BaKyymMupoBaHue (BHe 134-137°C 3 MUH.
CWA)
Bpemsa cywku: 30 MuH.
WHCTPYMEHTOB):
T MwuHumanbHoe
Tvn ynkna emneparypa Bpemsi 06paGoTKM
BbiTecHeHue BO3ayXa 132°C(270°F) 10 MUH
napom
Bpemsa cywkun: 40 MUHYT
PacnonoxeHne MHCTPYMeHTa: KaXAblil 06EpPHYT OTAENbHO.
HanonHeHHOCTbL BCTaBKM B JIOTOK [ANA  CTepunusaunmm  nepeq
cTepuIn3alnei:
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Filling the sterilization Latarjet, Case before sterilization:

Temperature for medical device sterilization is a set parameter for an
autoclave as working pressure in the autoclave chamber is established
automatically and can be defined in accordance with the instruction for
use of the manufacturer of the applied autoclave

Time and storage conditions between sterilization of the instruments and their
reuse are established by the reprocessing facility who is knowledable of the
materials used and methods for wrapping.

INSTRUCTIONS FOR USE: LATARJET PROCEDURE
(Bone graft transplantation, fixed with two cortical screws)

Laterjet procedure steps:

.Joint evaluation and surgical final decision
. Shoulder access, exposure and preparation
. Split of Subscapularis

. Bone graft preparation, drill 2 holes

. Bone graft osteotomy

. Glenoid drilling

. Bone graft attachment and transfer

. Bone graft -Glenoid final fixation

N U WN
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HanonHeHHOCTb 10TKa A4 cTepunnnsaunmn nepeq CT€pVII'II/I3&LU/I€I7IZ

3agaBaeMbIM  MapameTpoMm 1S aBTOK/MaBa MNpu  CTepuamsalmm
MEAULIMHCKUX W30eNnii ABNSETCS TemnepaTypa, Torja kak pabodee
[aB/fieH/e B Kamepe aBTOK/1aBa YCTaHaB/IMBAETCA aBTOMAaTUYECKU U
MOXeT ObITb OMpefesieHo B COOTBETCTBUM C  WHCTPYKLUMWEA 1o
NPYIMEHEHMIO MPOU3BOANTENS UCTMO/Ib3YEMOr0 aBTOK/1aBa.

BpeMsa u ycnoBua XxXpaHeHUsA nocne CTepunmsayum WUHCTPYMEHTOB [0 UX
NOBTOPHOTO WCNONb30BaHWA OMNpPeaenstOTCA OpraHusauueid, NPoBOAALLeN
crepununsayunio, u eé nepcoHanom, 3Hawwmm MaTepuanbl U MeTOAbl,
NCcnonb3yemble ans 06epTbiBaHUA MEANLUHCKNX U3LENUNNA.

MHCTPYKUWW MO NMPUMEHEHWIO: MPOUEAYPA LATARJET
(TpaHcnnaHTaumna KOCTHOro 6n0ka ¢ ¢ukcauueir ABYMS KOPTUKaNbHbIMU
BUHTaMW)

JTanbl npoueaypbl Latarjet:

1. OueHKa cycTaBa M OKOHYaTeNbHOE XUPYpPruyeckoe 3aknoYeHue
2. focTyn K nne4yeBOMY cycTaBy, 06HaXeHWe MblLLL, M NOATOTOBKA

. PasgeneHne nognonaTto4yHON MblLy bl

. MoprotoBka KOCTHOTO TpaHcnaaHTaTa, CBep/eHNe 2 OTBEPCTUNA

. OCTEeOTOMMUSA KOCTHOTO TpaHcnaaHTaTa

. CBepneHue rneHonja

. MpukpenneHne n yctaHoBKa KOCTHOTrO TpaHCnnaHTaTta

. OKOHYaTenbHasa (puKcaLMa KOCTHOrO TpaHcnaaHTaTa Ha rneHounpe

o N o o~ w
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Warning: Care should be exercised; over-tightening to high torque levels
can cause damage to the bone and may lead to compromised holding
strength.

INSTRUCTIONS FOR USE: BRISTOW PROCEDURE

(Bone graft transplantation, fixed with one cortical screw)

Bristow Procedure steps:

.Joint evaluation and surgical final decision
. Shoulder access, exposure and preparation
. Split of Subscapularis

. Bone graft preparation, drill 1hole

. Bone graft osteotomy

. Glenoid drilling

. Bone graft attachment and transfer

. Bone graft -Glenoid final fixation

0N A WN

Warning: Care should be exercised; over-tightening to high torque levels
can cause damage to the bone and may lead to compromised holding
strength.

HOW SUPPLIED

Reusable Latarjet EXPERIENCE Instruments for Installation of Implants for
Treatment of Instability Shoulder are supplied clean and must be sterilized
prior to use.

INTENDED USE

Latarjet EXPERIENCE Instruments for Installation of Implants for Treatment
of Instability Shoulder are intended to provide to the orthopedic surgeon with
means and ability to manipulate and position the implantable devices/ screws
to perform the cortical bone fragment fixation on another osseous surface.
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MpepynpexaeHue: Tpu pabote cnepyet cobnfaTb OCTOPOXKHOCTD;
C/IMWUKOM CW/1bHOE 3aTArnBaHme C NpUMMeHEHMEM BbICOKOI0 KPYTALLEro
MOMEHTa MOXET TpPUBeCTU K MNOBPEXAEHNHO KOCTU WU CHU3SUTb
HaAeXXHOCTb KPEMJIEHNA.

MHCTPY KU MO MPUMMEHEHWIO: MPOLEAYPA BRISTOW
(TpaHcnnaHTaumMa KOCTHOro 6n0kKa C (uKcayueih O[HWUM KOPTUKANbHbIM
BUHTOM)

JTansl npoueaypsl Bristow:

1. OLI,EHKa CyCcTaBa W OKOHYaTe/lbHOE XUPYypPrnyeckoe 3akKnmyeHune

2. jocTyn K nne4yeBOMYy cycTaBy, 06HaXeHWe MblW L, U1 NOATOTOBKA

3. PasgeneHne nofnonaTtovyHOM MblLW Lbl

4. I—IO,EI,FOTOBKa KOCTHOrO TpaHcnnaHTaTa, CBEpP/IEHUE 1OTBepCTVI$I

5. OCTeoTOMUS KOCTHOTO TpaHcnnaHTaTa

6. CBepneHue rneHounpa

7. I‘IpMernneHme N YyCTaHOBKa KOCTHOIo TpaHcnnaHTaTta

8. OKOHYaTenbHas (bMKcauMﬂ KOCTHOro TpaHcnnaHTaTa Ha rneHounae
MpepgynpexpaeHuve: TMpu paboTe cregyeT co6n04aTb OCTOPOXHOCTb;

CNNLWLIKOM CUNBbHOE 3aTArnBaHne ¢ NPpUMEHEHNEM BbICOKOI0o KPYTALLEro

MOMEHTa MOXXET TMNpPUBECTU K NOBpPeXAeHUw KOCTWU W CHU3SUTb
HaeXXHOCTb KpenaeHns.
POPMA NMOCTABKWU
Ha6op WHCTPYMeHTOB ANs YCTAHOBKW WMMAAHTaTOB [ANsl  JleYeHus

HecTabunbHoCTKM nneyeBoro cyctaBa Latarjet EXPERIENCE npefgHasHaueHbl
LN MHOTOKPaTHOro WUCMNONb30BaHWA, MNOCTaBAAKTCA OUYUWEHHBIMU WU
nognexaTt 0643aTeNbHON cTepuAn3aLnm nepes NCNoNb,30BaHNEM.
HA3HAYEHWE

Habop WHCTPYMEHTOB fANf YCTAHOBKM WMNNaHTAaTOB [AAA  Jle4yeHus
HecTabunbHOCTM nneveBoro cyctasa Latarjet EXPERIENCE npegHa3HauyeHbl
ANS  MCNONb30BaHWA  XMpPyprom-opToneaomM  ANS  MNO3ULUOHWUPOBAHUSA
UMMNaHTUPYEMbIX U3JeNnii/ BAHTOB U MAHUNYNMPOBAHUA UMUN, & UMEHHO ANA
huKkcaumm hparmMeHTa KOPTUKaNbHOW KOCTWU Ha KOCTHO NMOBEPXHOCTW ApYyro
KOPTUKaNbHOW KOCTH.
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POTENTIAL USERS OF MEDICAL DEVICE MOTEHUWMAJIbHbBIE MOTPEBUNTENN MEOVNUMHCKOIO
N3AETNA

Orthopedic surgeons. Xupypru-optonepbl.

FUNCTIONAL CHARACTERISTICS OF MEDICAL DEVICE PYHKUNOHANBbHBLIE XAPAKTEPUCTUKN MEAVMUMHCKOIO
N3OENNA
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Table 1 Functional characteristics of Latarjet EXPERIENCE Instruments for 12011ua 1 ®yHKUMOHanbHbIE

Installation of Implants for Treatment of Instability Shoulder

XapaKTepuUCcTUKUN  MHCTPYMEHTOB  ANA
YCTaHOBKM WMMNNAHTATOB ANA fleyeHUs HecTabUNbHOCTM NNe4YeBOro cycTasa

BapI/IaHTbI NCIMOJIHEHUA
MHCTPYMEHTOB AN1A

Variations of Latarjet
EXPERIENCE Instruments for

Cat.# Installation of Implants for Function Homep no  JCT@HOBKM IMNIAHTaTOB
ili P DyHKUNA
Treatment of Instability KaTanory ANA NeHeHnA
Shoulder HecTabnbHOCTYU
Subscapularis Channeler Subscapularis split, nneyesoro cycrasa
288205 portal facilitation Latarjet EXPERIENCE
Latarjet, Switching Stick Shoulder access and PeTpakTop ans  CospaHue wenm-
288240 Deltoid elevation NOANONaTOYHON Mbl L L bl CNANTa B CYXOXUNnUu
288205 noanonaTtoyHoi
Latarjet, Small Switching stick Shoulder access and A
288101 intra operative M bl LU L bl
measurement Mepekntoyatenb Latarjet AocTyn K nieyesomy
288204  Sharp Curved Osteotome Coracoid osteotomy 288240 ;);;T:z);MMAH“OO;HHTMG
Coracoid Screw 3.5mm Graft transfer and
288209 Glenoid drilling Mbl LU L bl
Reference Tube Reference the Glenoid MepeknoyaTens mManbiii  ZloCTy n K nieyesomy
Lataijet cycTaBy n
288210 Alpha hole and Screw
length measurement 288101 WHTpaonepaumnoHHbIl
Combo Screwdriver Screw, top hat and € MsmepeHmns
288211 Coracoid screw fixation OcTeoTom octpblii  OcTeoTomus
Inline Coracoid Dill Guide Positioning of  the 288204 U30THYTbIN KNOBOBNAHOTO
288200 Glenoid K-Wire (380 0TpocTKa
mm) in the Coracoid CTepxeHb BUHTOBOW pgna [lepeHoc
Glenoid Guide Provides positioning for 288209 KNIOBOBUAHOTO OTpOCTKa 3,5 WMNnaHTaTa "
288221 Glenoid Alpha hole MM CBepNeHue rneHona
drilling 30HJ N3MEePUTENbHBbI I OpueHTayuns no
Coracoid Offset Pin Provides an offset of 7 anb(a-oTeepcTuio B
288206 mm 288210 rneHomnae n
. n3MepeHue NVHBI
Coracoid Top Hat Drill Coracoid top hat hole P A
288202 drilling BUHTA
288201  Coracoid Drill Coracoid drilling OTsepTka KoMGuHMpoBaHHas [pumenaercs  npu
MKCaLWM BUHTA M
Top Hat Tap Tap the coracoid top hat 288211 (pukcay
288203 FUNb3bl c
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hole
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288208

288215

288213

288214

288212

288207

288242

Glenoid Offset Pin

Subscapularis Spreader
Latarjet, Hohmann Retractor

Glenoid Lever, Double Prong

Latarjet Humeral Head Retractor
Glenoid K-Wire (380 mm)

Latarjet, Small Probe
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Provides 7. 9, or 11
mm offset (Used to place
Glenoid K-wire (380
mm) at 7mm, 9 mm or

1lmm from Glenoid
surface)
Deltopectoral and

Subscapularis spreading
Access to the Coracoid
and Glenoid
Deltopectoral approach
spreading, access to the
Glenoid

Access to the Glenoid

A long thin metal rod
designed to guide
cannulated devices into a
correct position. The rod
is inserted into a bone to

guide cannulated
instruments and
implants.

Alternative for ALPHA
hole placement

288200

288221

288206

288202

288201

288203

288208

HanpaBuTens cBepna Ans
KNHOBOBUAHOTO OTPOCTKA

Hanpasutens
rneHounpa

ceepna Aans

LW TuT-HanpaBuTeNb
opdceTa ANA KAOBOBUAHOTO
0TpoOCTKa

Csepno K runb3e ans
KNIOBOBUAHOFO OTPOCTKA

CBepno Ana KNOBOBUAHOTO
oTpocTKa

MeTUmnK rnnb3sl

W TMdT-HanpaBuTenb
opdhceTa ANs rneHonga

MCNONb30BaHUEM
CTEPXHSA BWUHTOBOTO
ANS  KNOBOBUAHOTO
0TpoCTKa
Ob6ecneunBaeT
No3nLLMOHNpPOBaHUE

NpoBOAHUKA ans
rneHounpa K-Wire
(380 MM) B
KNOBOBUAHOM
0TPOCTKE
ObecneymnBaeT
yCTaHOBKY
WHCTPYMEHTOB  And
CBEpNeHus anba-
oTBepcTUAa B

rneHounpe
Ob6ecneynBaeT CABUT
Ha 7 MM

CsepneHue
KNIOBOBUAHOTO
0TpOCTKa npu
Hanuynm runb3bl
CsepneHue
K/IOBOBUAHOTO
oTpocTKa
MoaroTtoBka
oTBepcTUA ans
cBepfieHns
KMIOBOBUAHOTO
0TpOCTKa npu
Hanu4um runb3bl
Ob6ecneynBaet
CMelWeHne Ha 7 MM. 9
MM 1 11 MM
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(Wcnonb3yetca ans

pasmeuieHUs
npoBOAHUKA ans
rneHonpga K-Wire

(380 mMM) Ha 7 mmMm, 9
MM #n 11 MM oOT

NOBEPXHOCTK
rneHounga)
Pacwuputens PacwwupeHune
noAnonaToOYHOMN MblLU Libl fenbTONeKTopanbHO
288215 ro poctyna n
nognonatoyHom
M bl LU L bl
PeTpakTop XoxmaHa JocTyn K
KOCTHbIA Latarjet KNOBOBUAHOMY
288213 OTPOCTKY "
rneHongy
Pacwupntens ana rneHouga PacwwupeHue
c 2 3ybuamu LenbToneKTopanbHO
288214 rogoctyna, jocTyn K
rneHounpay
PeTpakTop ronoskum Joctyn K rneHoungy
288212 o .
nneyeBoil kocTu Latarjet
MpoBoAHUK Ana rneHonga K- LAUHHbIRA TOHKMIA
Wire (380 mm) MeTannnyeckui
CTEpPXEeHb,
CKOHCTPYMPOBAHHBIN
ana  Toro, yTO00ObI
HanpaBuUTb
288207 KaHHI TNPOBaHHbIE
n3nenus B HYXHOe
NonoXeHUe.
CTepXeHb BBOAUTCH
B KOCTb, 4yToObI
HanpaBuTb

KaHK /1MpOBaHHbIE

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



em edos international

ADVERSE EFFECTS

There are no known adverse effects for Latarjet EXPERIENCE Instruments
for Installation of Implants for Treatment of Instability Shoulder. Refer to the
instruction for use for Latarjet EXPERIENCE Implants for Treatment of
Instability Shoulder for adverse effects associated with the implants.

TECHNICAL CHARACTERISTICS OF MEDICAL DEVICE

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MHCTPYMEHTHI 7
MMNNaHTaThI.
30HA Manblit Latarjet Bbibop pasmel,eHus

288242 anbha-oTBepCTNA

MOBOYHbLIE SPDPEKTDI

Mo60o4YHbIX 3(dekToB ANA Habopa MWMHCTPYMEHTOB AN  YCTaHOBKMU
MUMNNaHTaToOB [ANA NeyeHWs HecTabuabHOCTM nNne4vyeBOoro cyctaBa Latarjet
EXPERIENCE He BbifiBNeH0. O6paTnuTecb K MHCTPYKLUN NO NPUMEHEHMNIO Ha
MmnnaHTaTbl ANA nevyeHuMs HecTabuabHOCTM nne4vyeBoro cycrtaBa Latarjet
EXPERIENCE ans no6o4HbiX 3h(heKTOB, CBA3aHHbIX C MMMNAaHTaTaMMu.
TEXHNWYECKUWE XAPAKTEPUNCTUKN MEAVNUMNHCKOIO
M3OENNA
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Technical characteristics of Latarjet EXPERIENCE Instruments for TE€XHUYeCKNe XapakTepuCTUKM Habopa WHCTPYMEHTOB A/ YCTaHOBKY

Installation of Implants for Treatment of Instability Shoulder NMNNAHTaTOB [N /leYeHUs HecTabuNbHOCTM  M/eYeBOro CcycTaBa
Latarjet EXPERIENCE

Table 2. Values of main parameters, characteristics (properties) of 1a07uua 2. 3HauyeHUs OCHOBHbIX MapameTpoB, XapakTepucTuk (CBOWCTB)

Subscapularis Channeler

Name Value HanmeHoBaHue 3Ha4veHune
Total length, mm 2752 O6uwas gnuHa, Mm 275+2
Total diameter of handle, mm 31,5+0,2 O6wnit pnameTp pyukn, Mm 31,5+0,2
Length of metal part (without handle), mm 15-5+1 AnuHa metannnyeckoi 4actu (6e3 pyukn), Mm 155+1
Width of the metal part, mm 15,5+0,2 L vprHa MeTanM4YecKoi 4actu, MM 15.5+0,2
Thickness of metal part, mm 6,5+0,1 TonwwnHa MeTananyeckol 4acTu, Mm 6,51£0,1
Angle of working trocar end bevel. 2715 Yron ckoca paboyero koHua Tpoakapa, ° 275

Table 3. Values of main parameters, characteristics (properties) of Latarjet,
nepeknoyartens Latarjet

Name Value HavmMmeHoBaHue 3HayeHue
Total length, mm 305,0+2,0 O6uwan gnuHa, Mm 305,0+2,0
Total diameter, mm 4,76+0,1 O6wuit anameTp, MM 4,76+0,1
Conical end angle, ° 18,00+2 Yron KOHWYeckKoro KoHua, ° 18,002
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Table 4. Values of main parameters, characteristics (properties) of Latarjet,
Small Switching Stick

Name Value
T'otal length, mm 3052
1otal diameter, mm 3,97+0,05
C'onical end angle, ° 18,00+2

Table 5. Values of main parameters, characteristics (properties) of Sharp
Curved Osteotome

Name Value
"otal length, mm 258+4
‘otal diameter of handle, mm 31,5+£0,2
Aength of working part, mm 138+3
ladius of poundingr of w'orking part, mm 3,0+0,1

Table 6. Values of main parameters, characteristics (properties) of Coracoid
Screw 3.5 mm

Name Value
Total length, mm 181+1
Total diameter, mm 5,80+0,05
Length of Helix Profile, mm 14.9+0,5
Outer thread diameter, mm 3,55+0,05

Table 7. Values of main parameters, characteristics (properties) of Reference
Tube

Name Value
Total length, mm 17542
Total diameter, mm 3,00+0,05
Head diameter, mm 9,2+0,3
Bevel angle, ° 40,002
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Tabnuua 4. 3HAYeHUS OCHOBHbLIX MapameTpos,
nepekntoyvatens manoro Latarjet

HanmeHoBaHue

(36was gnvHa, Mm

(B6wmnin gnameTp, MM

/TON KOHNYeCcKOro KoHua, °
Tabnuua 3. 3HayeHWs OCHOBHbLIX MapameTpoB,
0CTE0TOMAa OCTPOr0 M30THYTOrOo

HanmeHoBaHue

O6wasa gnnHa, MM

O6wwnii gnameTp pyyku, Mm

OnuHa paboyein yacTu, MM

Paguyc nputynneHus pa6oyeit yactu, Mm
Ta6bnnua 6. 3HaAYeHWS OCHOBHbIX MapameTpoB,

XapaKTepuctuk (CBOWCTB)

3HayeHune

305+2
3,97+0,05
18,00+2
XapaKTepucTtuk (CBOMNCTB)

3HayeHune

258+4
31,5+0,2
138+3
3,0+0,1
XapakTepucTuk (CBOWCTB)

CTEpPXHS BUHTOBOIO A4/11 IOTHOBOBUAHOIO OTpOCTKa 3,5 MM

HanmeHoBaHue

Ob6uwas ANUHa, MM
Oo6wunii gnameTp, MM
LnvHa cnupanbHOro KOHTypa, MM
BHewHNn guameTp pe3bbbl, MM
Ta6bnnua 7. 3Ha4YeHUA OCHOBHbLIX MapameTpoB,
30HJa N3MEPUTENBLHOTO

HanmeHoBaHue

Ob6uwaa AnuHa, MM
Oo6wmnin gnameTp, MM
OvameTp ronoBku, Mm
Yron ckoca, °

3HayeHune

181+1
5,80+0,05
14,940,5
3,55+0,05
.XapakTepuctuk (cBolicTB)

3HaueHune

1752
3,00+0,05
9,2+0,3
40,00+2
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Ta6auuya 8. 3HAUYEHUA OCHOBHbLIX MapameTpoB, XapakTepucTuk (CBOWCTB)
0TBEPTKN KOMBUHMPOBAHHOM

Table 8. Values of main parameters, characteristics (properties) of Combo
Screwdriver

Name Value HanmeHoBaHMe 3HaueHune
Total length, mm 3302 Oo6was ANnUHa, MM 330+2
Total diameter of handle, mm 31,5+0,2 O6wWwuit gnameTp pyyku, Mm 31,5+0,2
Length of shaft workin art t NMHa pabouyeil 4acTM CTepXKHA c
9 : g part (up to o A pabo P (a 146+2
Reference Line), mm KOHTPONbHOW NMHUNK), MM
Diameter of shaft working part, mm 5,80+0,05 AvameTp paboueil 4acTn CTepXxHs, MM 5,80+0,05

Table 9. Values of main parameters, characteristics (properties) of Inline Tab6nuua 9. 3HayeHUs OCHOBHbIX NapameTpoB, XapaKTepucTUK (CBOVCTB)
Coracoid &ill Guide HanpaBuTens cBepna ANs KNIOBOBUAHOMO OTPOCTKA

Name Value HanmeHoBaHune 3HayeHne
Total length, mm 215+1 O6uwan annHa, Mm 215+1
Total diameter of handle, mm 24,8 +0,2 O6wunii anameTp pyuku, Mm 24,8 £0,2
Length of distal part, mm 100,0+0,2 OnvHa oucTanbHOM yacTu, Mm 100,0+0,2
W idth of the distal t 0.0 LUunprvHa aucTanbHOM YacTu, MM 0.0
e distal part, mm 13,9-0.1 P A ' 13,9-0,1
Thick f distal 0.0 TonuwnMHa AMcTanbHOM YyacTu 0.0
ickness of distal part, mm 5.0-0,2 i) a , MM 5.0-0.2
Angle of Structured Footprint tip bevel, ° 15,0+5 YronckocapenbedHOro HakOHeuHuKa, ° 15,015
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Table 10. Values of main parameters, characteristics (properties) of Glenoid Ta6nuua 10. 3HayeHWs OCHOBHbIX NapameTpoB -XaPAKTEPUCTMK (CBOWCTB)

Guide HanpaBuTensa csepna Ana rneHonja
Name Value HanmeHoBaHune 3HauveHne
‘otal length, mm 160+2 O6uwasa gnnMHa, Mm 160+2
'‘otal hight, mm 76,0+£0,5 O6uwas BbicoTa, MM 76,0+0,5
dandle width, mm 4,0+0,5 TonwunHa pyKoaTKu, MM 4,0+0,5
Bevel angle of working tip, ° 15,00£2 Yron ckoca pabouyero KoHua, ° 15,00+2
Table 11. Values of main parameters, characteristics (properties) of Coracoid Ta6nuua 11. 3Ha4eHWs OCHOBHbIX NapameTpoB, XapakTepucTuk (CBOMCTB)
Offset Pin WwTudTa-HanpaBuTens odgceta AN KNHOBOBUAHOIO OTPOCTKA
Name Value HawnmeHoBaHwue 3HauveHune
Total length, mm 205,0+0,5 O6uwas gnnHa, MM 205,0£0,5
Total hight, mm 30,0%£0,2 O6uwan BbicoOTa, MM 30,0+0,2
nameTp KaHlnun 7 .
Cannulated Tube diameter, mm 0,000 A P poBanHoi Tpy6Ku, 0.000
4,000-0,025 MM 4,000-0,025
Table 12. Values of main parameters, characteristics (properties) of Coracoid ~ Ta6anua 12. 3Ha4eHNs OCHOBHbLIX NapameTpOB, XapakTepucTuk (CBONCTB)
Ton Hat Drill cBepna K rmnb3e Ans KABOBUAHOTO OTPOCTKA
Name Value HawnmeHoBaHue 3HayeHue
Total length, mm 145,5+2 O6wan gnnHa, Mm 145,5+2
Total diameter, mm 5,00+£0,05 ob6wmnin gnameTp, MM 5,00+0,05
Total Bone Stop diameter, mm 7,3%0,1 O6wuit fuameTp KOCTHOTO ynopa, Mm 7,3%0,1
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Values of main parameters, characteristics (properties) of Coracoid

Drill
Name Value
Total length, mm 145,52
Total diameter, mm 5,00£0,05
Total Bone Stop diameter, mm 7,3+x0,1
Values of main parameters, characteristics (properties) of Top Hat
Tap
Name Value
Total length, mm 245+3
Total diameter of handle, mm 31,5+0,2
Total diameter of metal part, mm 6,00+0,05
Distal Nose diameter, mm 3,05+0,05
Conical end angle, ° 20,05

Vv:dues of main parameters, characteristics (properties) of Glenoid

Name Value
Total length, mm 153+2
Total diameter, mm 19.05+0,05
Slotted Tube outer diameter, mm 5.85+0,05
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Ta6bnuua 13. 3Ha4YeHUA OCHOBHbLIX MapameTpoOB, XapakKTepucTuk (CBONCTB)
cBepfia Ansa KAOBOBUAHOTNO OTPOCTKA

HanmeHoBaHue 3HauveHune
Ob6uwan ANnUHa, MM 145,5%2
Oo6wmnin gnameTp, MM 5,00+0,05
O6wmnin gnameTp KOCTHOTO yrnopa, MM 7,3%0,1

Tabnuua 14. 3HaueHUA OCHOBHbIX MapaMeTPOB, XapaKTepucTuK (CBo CTB)
MeTYMKa rMnb3bl

HanmeHoBaHMe 3HaueHue
Ob6uwas gnnMHa, mm 245%3
O6wunii gnameTp pyyku, Mm 31,5%0,2
O6wmnin guameTp MeTanNMYecKoim 4acTu, Mm 6.00+0,05
OvameTp AUCTaNbHOTO HOCKUKA, MM 3,05+0,05
YTroNn KOHUYECKoro KoHua, ° 20,05

Tabnuua 15. 3Ha4YeHUSs OCHOBHbIX MapaMeTpOB, XapaKTepucTuk (CBOICTB)
wTtn(bTa-HanpaBnTens o dceTa 4NA rneHonga

HanmeHoBaHuMe 3HaueHue
O6uwas ANuHa, MM 153+2
o 19,05+0,0
Oo6wmnn gnameTp, Mm 5
BHewWHNA gnameTp paspe3Hoin Tpybku, mm 5,85+0,05
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Table 16. Values
Subscaoularis Spreader

of main

Name Value
TPotal length, mm 180+5
TPotal width, mm 105%2
Fotal height, mm 35+1
Irhe distance between the working parts 88+0,2

in the open position, mm
Table 17. vjdues of main parameters, characteristics (properties) of Latarjet,
Hohmann R«hractor

Name Value
Total length, mm 22045
Total width, mm 30+0,2
Total height, mm M il

Table 18. \<lues of main parameters, characteristics (properties) of Glenoid
Lever, Double Prone

Name Value
Total length, mm 285+15
Total width, mm 23+0,2
Total height, mm 14+0,2
Total thickness, mm 2i0,05
Distance between prong ends, mm 10+£0,2

Table 19. Values of main parameters, characteristics (properties) of Latarjet
Humeral Head Retractor

Name Value
Total length, mm 1905
Total width, mm 76+0,2
Total hight, mm 60+0,2
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parameters, characteristics (properties) of Ta6nuua 16. 3HaueHWs OCHOBHbIX NapameTpoB, XapakTepucTMK (CBOIACTB)

pacwupuntens I'IO,D'I'IOI'IaTO‘-IHOI7I M bl LW L bl

HanmeHoBaHue 3HayeHune
36uaa ganHa, Mm 180£5
36Wan WuprHa, Mm 105+%2
J6uas BbicOTa, MM 35%1
P

accTosHMe Mexay paboyumMm yacTamu B 88+0,2

PacKpbITOM COCTOAHUU, MM
Tabnuua 17. 3HaYeHMS OCHOBHbIX MapaMeTpOB, XapaKTepucTuk (CBOWCTB)
peTpakTopa X0xMaHa KocTHOro Latarjet

HanmeHoBaHue 3HauveHune
O6uwasa gnmHa, MM 2205
Ob6wasa WUpnHa, Mm 30+0,2
O6uwasa BbicoTa, MM 14+1

Ta6nuua 18. 3HaueHWA OCHOBHbLIX MapameTpoB, XapakTepucTuk (cBOWCTB)
pacwupuTens Ana rneHonpa c 2 sy6uamu

HanmeHoBaHune 3HaueHue
Ob6was gnnMHa, Mm 285%15
Ob6uwas WHUpUHa, MM 23+0,2
O6uan BbicOTa, MM 14+0,2
O6uwasa ToNwmMHa, MM 2+0,05
PaccTtosiHne mexpay KOHYMKaMu 3y6L0B, MM 10+£0,2

Ta6nnuya 19. 3HAYEeHWA OCHOBHBLIX MapamMeTpOB, XapaKTepucTWK (CBOMCTB)
peTpakTopa ronoBKuW naevyeBoi kocTu Latarjet

HanmeHoBaHune 3HaueHue
Ob6uwan ANnHa, MM 190+5
Obwas WnpuHa, MM 76+0,2
O6uas BbicoTa, MM 60+0,2
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Table 20. Values of main parameters, characteristics (properties) of Glenoid

Table 21. Values of main parameters, characteristics (properties) of Latarjet,

Small Probe

Name Value
Total length, mm 3805
Total diameter, mm 1,50+0,05
Sharpening angle, ° 13,515

Name Value

Total length, mm 241 +2

Radius of handle, mm 8,0+£0,1
Length of metal part (without handle),

161+1

mm

Total diameter of the metal part, mm 3,97+0,05
Length of probe calibrated part, mm 51+1
Conical end angle, ° 2,5+5
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Tabnuua 20. 3Ha4YeHUA OCHOBHbLIX MapamMeTpoB, XapakKTepucTuk (CBOICTB)
npoBoaHuka gnsa rneHonga K-Wire (380 mm)

HanmeHoBaHue 3HauyeHue
Ob6uwas gnnMHa, MM 3805
O6wWwunii gnameTp, MM 1,50+0,05
Yron 3aToyku octpus, ° 13,55

Tabnuua 21. 3Ha4YeHUA OCHOBHbIX MapamMeTpoOB, XapaKTepucTuK (CBOICTB)
30HAa manoro Latarjet

HanmeHoBaHue 3HaueHune
O6uwas ANuHa, Mm 241+2
Paguyc pyyku, mm 8,0+£0,1
OnvnHa meTannumueckoi yactu (6e3 pyyku), Mm 161+1
O6wunii guameTp MeTanNNUYeCcKORn YyacTu, Mm 3,97+0.05
OnnHa KannbpoBaHHOW YacTn 30HAA, MM 51+1
Yron KoOHM4YeckKoro KoHua, ° 2,5+5
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Table 22. Values of main parameters, characteristics (properties) of Latarjet,
Case Lid

Value of
Name .

overall size
Length, mm 571,04+0,51
Width, mm 279,53+0,51
Height, mm 15,49+0,51

Table 23. Values of main parameters, characteristics (properties) of Latarjet,
Tray

Value of overali

Nam .
ame size*
~Aength, mm 630,04+1,52
Width, mm 339,9+1,52
deight, mm 52,83+0,51

Table 24. Values of main parameters, characteristics (properties) of Latarjet,
Case

Value of
Name -

overall size
Length, mm 728,29+0,51
Width, mm 455,22+0,51
Height, mm 106,68+0,51

INFORMATION ABOUT PRESENCE OF DRUG, HUMAN OR
ANIMAL ORIGIN MATERIALS IN MEDICAL DEVICE

Not applicable
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Tabnuua 22. 3HaYeHWS OCHOBHbIX MapaMeTpOB, .XapaKTepuUCTUK (CBOWMCTB)
KpbIW KM NOTKa Ans ctepunusayum Latarjet

3HayeHne
HavmeHoBaHue ra6ap|/|THoro
pasmepa*
OnvHa, Mm 571,04+0,51
WwnpuHa, mm 279,53+0,51
BbicoTa, mm 15,49+0,51

Ta6bnuua 23. 3HaYeHWS OCHOBHbIX MapameTpoB, XapaKTepucTUK (CBONCTB)
BCTaBKW B 10TOK ANs cTepunusauuu Latarjet

3HauyeHne

HanmeHoBaHue ra6ap|/|THoro
pasmepa*

OnuHa, mm 630,04+1,52
WwnpnHa, mm 339,9+1,52
BbicoTa, MM 52,83+0,51

Ta6bnuua 24. 3HaYyeHWS OCHOBHbLIX MapaMeTpoOB, XapakKTepUcTUK (CBOMCTB)
NnoTKa fns ctepunusaumu Latarjet

3HayeHne
HanmeHoBaHue rabapuTHOro

pasmepa*

OnvHa, Mm 728,29+0,51
W upnHa, mm 455,22+0,51
BbicoTa, MM 106,68+0,51

MHPOPMALIMA O HAAMYMM B MEAVNUMHCKOM W3AENNA
JNNEKAPCTBEHHbIX MPEMAPATOB, MATEPUAOB
XMBOTHOIO N (MNN) HENTOBEYECKOIO MPONCXOXAEHNA
He npumeHumo
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MAIN STANDARDS USED BY MANUFACTURER

Common and main standards applicable to Latarjet EXPERIENCE
Instruments for Installation of Implants for Treatment of Instability
Shoulder:

. EN [ISO 13485:2016 Quality Management Standard for Medical
Devices.
. EN ISO 14971:2012 Medical devices -Application of risk

management to medical devices.

. EN ISO 10993-1:2009 /AC:2010 Biological evaluation of medical
devices. Part 1: Evaluation and testing within a risk management process.

. EN ISO 17664:2004 Sterilization of medical devices - Information to
be provided by the manufacturer for the processing of resterilizable medical
devices.

. EN ISO 17665-1:2006 Sterilization of health care products — Moist
heat. Part 1: Requirements for the development, validation and routine control

of a sterilization process for medical devices.
THE POSSIBILITY AND WAYS OF INTEGRATING WITH OTHER
MEDICAL DEVICES

Latarjet EXPERIENCE Instruments for Installation of Implants for
Treatment of Instability Shoulder, which are intended to provide the
orthopedic surgeon with means and ability to manipulate and position the
implantable devices/screws to perform the cortical bone fragment fixation on
another osseous surface, can be used with Latarjet EXPERIENCE Implants for
Treatment of Instability Shoulder, Latarjet EXPERIENCE Kits for Installation
of Implants for Treatment of Instability Shoulder, and general orthopedic
instruments.

MATERIALS OF MEDICAL DEVICE
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OCHOBHBbIE MPUMEHAEMBIE

CTAHOAPTBI

MPON3BOANTEJ/IEM

O6LLMe N OCHOBHbIE CTaHAapTbl, MPUMEHMMble K Habopy MHCTPYMEHTOB
4NA YyCTAHOBKW UMM/IAHTATOB /18 /IeYeHUSA HeCTabuibHOCTY M/1eHEBOro
cyctaBa Latarjet EXPERIENCE:

. EN ISO 13485:2016 CraHpapT
MeHeXXMeHTa KayecTBa 419 MeAULWNHCKUX N3Lenuil.

. EN ISO 14971:2012 MeagnunHckue
n3jenns - NpUMeHeHWe ynpasiieHUs pUCKaAMU K MELAULUHCKUM U3LENUAM.

. EN ISO 10993-1:2009 /AC:2010 OueHka

6nonormyeckoro pfeWcTBma MegUUUHCKUX usgennin. Yacte 1. OueHka u
nccnefoBaHMa B pamkax npouecca ynpaBieHUs puckamu.

. EN ISO 17664:2004 CrTrepunnsauns
MeLULWHCKUX usgenuit - NWHpopmauma, npefocraBnseMas W3rotoButenem
ONS NpoBedeHUA NOBTOPHOM CTepMAM3aLUN MEeAULUHCKUX U3LENUNIA.

. EN ISO 17665-1:2006 Ctepununsaums MeAWLWHCKONW NPoOAyKUMKN -
BnaxHoe Tenno. Yactb 1. Tpe6boBaHMA K pa3paboTKe, Bannjaunm v tekywemy

KOHTPO/IIO npolecca cTepuam3aLnm MeanuuHCKNX n3aenui.

BO3MO>XHOCTb WU METOAbl WHTErPAUNKN C APYTMUMW
MEOVNUVNHCKNMW N3AENTNAMN

Habop WHCTPYMEHTOB [A/19 YCTAHOBKM MMMN/IAHTATOB [A/1 JIeUYeHUs
HecTabunbHOCTM  njeyeBoro  cyctaBa  Latarjet EXPERIENCE
npefHasHa4YyeHHble  ANA MCNonb30BaHUA XUpyprom-optonesom ans
NO3NLUOHUPOBAHNA UMNNAHTUPYEMbIX N3AENNA/BUHTOB U MAHUNYNUPOBAHUA
UMW, MOXHO MWCMNONb30BaTb COBMECTHO C MMMAaHTatamMu AN NeYyeHus
HecTabunbHOCTM nneyeBoro cyctaBa Latarjet EXPERIENCE, Ha6bopamu
WHCTPYMEHTOB AN YCTAHOBKW MMMNNaHTAaTOB ANA NEeYeHUsA HecTabunbHOCTM
nneyeBoro cyctaBa Latarjet EXPERIENCE, a TakXe CO CTaHJapTHbIMMK
OpTONEANYECKUMMN UHCTPYMEHTaAMN.

MATEPWAJTbI MEOVNUVHCKOIO N3OENNA
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Table 25. Materials of Latarjet EXPERIENCE Instruments for Installation of
Implants for Treatment of Instability Shoulder

Tabnuua 25. MaTepuanbl MHCTPYMEHTOB ANA YCTAHOBKWM MMNNAHTATOB ANA
nevyeHnsa HecTabunbHOCTM nneyeBoro cycTtaBa Latarjet EXPERIENCE

Cat.# Variations of Latarjet EXPERIENCE Material Homep BapvaHTbl NCNoNHeHUA MaTtepuan
Instruments for Installation of no WHCTPYMEHTOB ANA
Implants for Treatment of Instability KaTa-  YCTaHOBKM UMMaHTaToB
Shoulder nory NS nevyeHns
Metal Dart; HecTabnnbHOCTH
288205 Subscapularis Channeler Stainless steel rnne4esoro cycrasa
Plastic Dart: Latarjet EXPERIENCE
Polyphenylsulfone MeTannunyeckas 4acTb;
288240 Latarjet, Switching Stick Stainless steel 288205 PeTpakTop gns HepxaBewwu,an cranb
288101 Latarjet, Small Switching stick Stainless steel noANONaTOYHOW MblLLILibI MnacTukoBas 4acTb;
M etal Dart; MonndeHnncynb®oH
Stainless steel 288240 Mepekntoyatenb Latarjet HepxaBetowaa crtanb
288204 Sharp Curved Osteotome Plastic Dart MepekniouaTent Manblil
' 288101 . HepxaBewwu,an cranb
Polyphenylsulfone Latarjet
288209 Coracoid Screw 3.5mm Stainless steel MeTtannnyeckas 4acTb:
288210 Reference Tube Stainless steel 288204 OcTeoTOM OCTpbIit HepxaBetolas cTanb
M etal Dart: N30THYThI MnacTukoBas yacTb:
) Stainless steel MonudeHuncynbhoH
288211 Combo Screwdriver Plastic Dart: CTepXKeHb BUHTOBOM Ans
Polyphenylsulfone 288209 K/HOBOBUAHOMO oTpocTKa 3,5 HepxaBetowaa cranb
Metal Dart; MM
. . . Stainless steel 288210 30H[A U3MepPUTENbHbI HepxxaBetowaa crtanb
288200 Inline Coracoid Dill Guide Plastic Dart: M eTanuueckas YacTs:
Pol}/phenylsulfone 288211 OTBepTKa KOM6UHMpPOBaHHaA Hepxaseloujas cTans
288221 Glenoid Guide Stainless steel MnacTukoBas YacTb;
288206 Coracoid Offset Pin Stainless steel MonudeHuncynbthoH
288202 Coracoid Top Hat Drill Stainless steel MeTannuueckas 4acTb;
288201 Coracoid Drill Stainless steel 288200 HanpaBuTene csepna ans Hepxasetolas cTankb
Meta! Dart: KNOBOBUAHOIO OTPOCTKA MnacTnkoBas yacThb:
Stainless steel MonnpernncynbdoH
288203 Top Hat Tap Plastic Dart: 288221 HanpaBuTenb ceepnia gns Hepxaselowas cTank
Polyphenylsulfone rneHounna
288208 Glenoid Offset Pin Stainless steel
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288215
288213
288214
288212
288207

288242

288217
288218
288219

Subscapularis Spreader
Latarjet, Hohmann Retractor
Glenoid Lever, Double Prong

Latarjet Humeral Head Retractor

Glenoid K-Wire (380 mm)

Latarjet, Small Probe

Latarjet, Case Lid
Latarjet, Tray
Latarjet, Case
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Stainless steel
Stainless steel
Stainless steel
Stainless steel
Stainless steel
Metal Dart:
Stainless steel
Plastic nart:
Polyphenylsulfone
Aluminum
Aluminum
Aluminum

288206

288202

288201

288203

288208

288215

288213

288214

288212

288207

288242

288217

288218

288219

W TudT-HanpaBuTenb
odceTa gNa KAOBOBUAHOTO
0TpoCTKa

CBepno K runb3e gns
KNOBOBUAHOI0 OTPOCTKA
CBepno Ans KNHOBOBUAHOTO
0TpoCTKa

MeTUmK rmnb3sl

W tndhT-HanpaBuTens
odceTa gna rneHomaa
Pacwwuputens
NOANONATOYHOMN MbILL L bl
PetpakTtop XoxmaHa
KOCTHbI Latarjet
Pacwupuntens gna rneHonja
c 2 3ybyamum

PeTpakTop ronosku
nneyesol KocTu Latarjet
MpoBoaHUK ana rneHonfpa K-
Wire (380 mm)

30HA mManbiii Latarjet

Kpbllwka noTka gns
cTepunusaumn Latarjet
BcTaBka B N10TOK AnA
cTepunusaumu Latarjet
NToToK gna cTepunusayunmu
Latarjet

HepxaBetollas cTanb

HepxaBetowas ctanb

HepxaBetowas crtanb

MeTannuyeckas 4yacTb;
HepxaBewwas cTanb
MnacTukoBas YacTb:
MonndeHnncynbgoH

HepxaBetolan cTanb

HepxaBetou,as crtans

HepxaBetolas cTanb

HepxaBetolwas cTanb

HepxaBetowas cTanb

HepxaBetolas CTaBb

MeTannuuyeckas 4acTb;
HepxaBetouias cTans
MnacTukoBas yacTb;
MonugeHnncynbhoH

ANKOMUHNEBBLIA cnnas

ANKOMUHNEBBIA cnnaB

ANKOMUHNEBBIA cnnas
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INFORMATION ABOUT MARKING OF MEDICAL DEVICE

REF

laty]
n YYYY-MM-0OD
LOT
Made in

Tnonsterile 1

5¢ Only

Catalogue number

Quantity

Date of Manufacture (YYYY-MM-DD)

Batch code

Made in

Not sterile

Caution: Federal law restricts this device to
sale by or on the order ofa physician

Caution! Consult instructions for use

Consult instructions for use

European Conformity

Manufacturer
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REF

loTy]|

A WW-WM30

LOT

Made in

NONSTERILE

5[0nly

c u

C¢€

NHPOPMALNA O MAPKPOBKE MEAVUMHCKOI O UN3OE/INA

Homep no katanory

Konunyectso

,£I,aTa N3rotToBneHnsd
(rrrr-MMm-a.a)

Kopg naptunm

CpoenaHo B

HectepunbHo

B COOTBETCTBUM C (heflepanbHbiM
3aKkoHofaTenbcTeomM (CLUA) aTo nsgenue
MOXeT 6bITb MPOAAHO TONLKO Bpauy Uau no
HasHa4yeHuto Bpaya

OcTopOoXHO! O6paTUTECh K MHCTPYKL MM NO
NPUMeHEeHW 0
O6paTUTeCh K MHCTPYKLMK NO NPUMEHEHUIO

EBpOI'IeVICKOG coOoTBETCTBUE

MN3roTtoBuTens
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Russian label contains the following information:
-Medical device name;

-Area ofusage (orthopedics);

-Manufacturer’s name and address;

-Name and address ofauthorized representative ofthe manufacturer in Russia;
-Number and date of Registration certificate;
-Quantity per package;

-LOT;

-Manufacturing date;

-Storage conditions;

-Symbols from Table 26.

All variations of Latarjet EXPERIENCE Instruments for Installation of
Implants for Treatment of Instability’ Shoulder, except Glenoid K-Wire
(380 mm), have markings added by laser etching with the following
information:

-Name of medical device in English;

-Lot;

-Ref number;

-Logo of medical device developer company;
-Unique identifying codes of medical device (UDI);
-European conformity sign.

There is the following infonnation on the labels which are stuck on the primary
and secondary packages of MD:

English and other languages name ofthe device;

Quantity;

Refnumber;

Lot;

English name ofthe Manufacturer;

M anufacturing date;

Place of production (country);

Information about sterility;
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Pycckosa3blyHas aTUKeTKa COLEPXUT CNefyoLly nHpopmaymnio:
-HaumeHoBaHWe MEANLUHCKOIO M3enuna;

-O6nacTb NnpuMeHeHuns (opToneans);

-HaumeHoBaHue 1M agpec U3roToBUTENS;

-HanmeHoBaHWe 1 agpec yNnoNHOMOYEHHOro NpejcTaBUTeNs NPOM3BOAMTENS
B Poccuun;

-Homep v gaTy PermctpauMoHHOro y40CTOBEPEHUS;
-KonunyecTBo WTYK B yNakoBKe;

-Kopg naptuum;

-faTy n3rotoBneHus;

-YCNnoBuUS XpaHeHUsd;

-CumBoOnbl U3 Tabn. 26.

Ha Bce BapuaHTbl ucnonHeHma WHCTPYMEHTOB AN1A YCTaHOBKU
nMniaHTaToB Ana neyeHus HecTabuNbHOCTU rnsie4yeBoro CcycraBa
Latarjet EXPERIENCE, kpome nposogHuka gnsa rnedonga K-Wire (380
MM), METOAOM na3epHON rpaBMpPOBKM HaHeceHa MapKMpPOBKa CO Clefyio L ei
NH(opMayuneii:

- HAUMeHOBaHWe N3JeNnsa Ha aHTNUACKOM S3blKe;

- HOMep napTuu;

- HOMep Mo Katanory;

- 10TOTMN KOMMNaHMKM-pa3paboTyMKa MEAULMHCKOTO U3Lenuns;

- YHUKaNbHbIA MAEHTU(PUKALUOHHBIA KO4 MeguunHckoro nagenna (UDI);

- 3Hak EBponeiickoro cooTBeTCcTBUSA.

HaHeCeHbl 3TUKETKMW.
NH(popMaymnto:

Ha nepBUYHYHO W BTOPUYHYIO YynakoBky MW
cogepxauimne cnefyrouwyto

- HauMeHOBaHWe U3JeNnusa Ha aHFNUACKOM U APYTUX A3blKaX;
- KOINYecTBO;

- HOMep Mo KaTanory;

- KO4 naptum;

- aHrnofA3bl4HOE HAaMMeHOBaHWe NPOU3BOAUTENS;

- faTa U3roToBNEHUA;

- MeCTO NMpoun3BOACTBa (CTpaHa);

- MH(popmMmaums OCTepuNbHOCTH;
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European Conformity sign;

Warnings in English and the symbols listed in Table 52;

Link to the electronic source with information about the device for
users;

Internal codes and logos ofthe company.

Russian label on the secondary contains the following information:

MD name;

Area of usage (orthopedics);

Manufacturer’s name and address;

Name and address ofauthorized representative of the manufacturer in
Russia;

Number and date of Registration certificate;

Quantity per package;

LOT;

Manufacturing date;

Storage conditions;

Symbols from Table 26.

USE/OPERATION CONDITIONS OF MEDICAL DEVICES

Latarjet EXPERIENCE Instruments for Installation of Implants for Treatment
of Instability Shoulder are recommended for use in the following operation

conditions:
Environmental conditions
Humidity 40-60%
Temperature 21-25°C
Pressure 86-106 kPa
Oneration conditions
Humidity 100%
Temperature 32-42 C
Pressure No special conditions

TRANSPORTATION AND STORAGE CONDITIONS
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- 3HaK EBponeiickoro cooTBeTCcTBUSA;

- npeaynpexpawluue Haanucu Ha
npusefeHHble B Tabnuue 52;
- CCblKA Ha 9MEKTPOHHbLIN
nonb3oBarveneii;

- BHYTPEHHME KOAbl U NOTOTUMNLI KOMMAaHUK.

aHFNMNACKOM f3blKE W CUMBONbI,

pecypc ¢ uWHpopmauueii 06 wunsgenun Ans

Pycckosa3blyHaa 3TWKeTKa, HaHeCeHHas Ha BTOPUYHYIK YynakoBky MW,
COAEPXUT CNefy oWy MHDOpMaLnio:
HanmeHoBaHune MW;
O6nacTb NnpumMmeHeHuns (opToneans);
HanmeHoBaHWe n agpec U3roTOBUTENS;
HanmeHoBaHMe ¥  afpec YNONHOMOYEHHOTO
npoussoguTens B Poccuu;
Homep u gaty PermctpayMoHHOro y40CTOBEPEHUS;
KonnyecTBO WTYX B YNaKoBKe;
Kopg naptuu;
[aTy n3rotoBneHus;
Y CcnoBus XxpaHeHus;
CvmBONbl U3 Tabn. 26.

npeacrtasuTens

YCNOBUSA MPUMEHEHUSA/SKCTINIYATALMU MEOULIMHCKIAX
VN3OENNN

PekomeHAyeTCAa MCMOMb30BaTb MHCTPYMEHTHl ANf YCTAHOBKW WMMMNAHTATOB
ANA neyeHUs HecTabunbHOCTM nne4vyeBoro cyctaBa Latarjet EXPERIENCE B

YCcnoBua okKpyxato et cpeasl

BnaxHocTb 40-60%
TemnepaTypa 21-25°C

LOaBneHune 86-106 kla
Ycnosus akcnnyartauum

BnaxHoCTb 100%
TemnepaTtypa 32-42°C

[OaBneHune HeT cneunduyecknx ycnosui

YCNOBUA TPAHCMNOPTUPOBKUM N XPAHEHWA
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Devices should be stored in a cool, dr>'place. M3penns LOMKHbBI XPaHUTbLCA B CYXOM NPOX/lajHOM MecCTe.

The temperature range specified on the package should be observed during Bo Bpems XpaHeHus Heo6xoaumo cobnfaTb TemnepaTypHbIli AManasoH,
storage. yKa3aHHbI Ha yNnaKoBKe.

Designation Range HanmeHoBaHue [dnana3oH

Temperature Recommended range: from -10°C to +50°C. Temnepatypa fsegi)(l\:lleH,quMblﬁ AvanasoH: oT -10°C po

1So special conditions. The device is made ofnon-

) o ) HeT cneuudunyecknx ycnosuii. Wsgenne
moisture sensitive material.

OTHOCUTENbHAA BNAXHOCTb W3rOTOB/IEHO He U3 BNnaro4yyBCcTBUTENbHOTO

Relative humidity

Barometric pressure 40 special conditions. MaTepuana.

ATMochepHOe gaBneHue HeT cneynduuecknx ycnosui.

Storage conditions: YCcnoBus XxpaHeHus:

Designation Range HaumMeHoBaHMe [nanasoH
Temperature From +15°C to +25°C. Spikes up to 40° C are oT +15°C 40 +25°C. BepxHuii
acceptable so long as they do not exceed 24 hours TeMnepaTypHblii npegen MOXeT 6bITh
in duration. TemnepaTypa yBennyeH fo +40°C, HO TONbKO B Clyy4ae, eciu
Relative humidity No special conditions. The device is made,ofnon- ANUTENLHOCTE NpebbiBaHUs MeAULUHCKOTO
moisture sensitive material. usgenns npu +40°C He npesbiwaeT 24 u.
Barometric pressure No special conditions. HeT cneuupuuecknx ycnosuit. Wsgenue
OTHOCUTENbHAA BNAKHOCTL M3TOTOBNEHO He U3 BNaro4yBCTBUTENbHOTO
mMaTepuana.
ATMochepHOe faBneHue HeT cneyungunyecknx ycnosuii.
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SHELF LIFE

Not applicable.

EXPLOITATION TIME

Repeated processing has minimal effects on instrument life and function. The
reusable instruments have a limited lifetime of 50 uses each.

End of useful instrument life is generally determined by wear or damage from
handling or surgical use including, but not limited to, corrosion (i.e. rust,
pitting), discoloration, excessive scratches, flaking and cracks and could be
determined earlier than 50 cycles of usage. Inspect instruments between uses
to verify proper functioning.

In case of questions regarding the definition of instrument natural wear contact
authorized representative ofthe manufacturer in Russia.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MEDICAL DEVICE

Not applicable
MEDICAL DEVICE DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical waste.
Dispose of product and packaging in accordance with local and state
requirements. Use gloves.

WARRANTY

The manufacturer provides warranty regarding disadvantages of medical
device within the whole device usage period which is defined by achievement
of natural wear.

Repeated processing has minimal effects on instrument life and function. The
reusable instruments have a limited lifetime of 50 uses each.
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CPOKropgHocTtmn

He npumeHumo.

CPOK C/1Y>XXbEbI

MHOrokpaTHble LNKNbl 06pabOTKN 0Ka3blBAKOT MUHUMaNbHOE BO34eNCTBNE Ha
CPOK CNyX6bl © (GYHKULWOHUPOBAHWE WHCTPYMEHTOB. WIHCTPYMEHThI
MHOTFOKpPaTHOrNo0 MCNONb30BaHUA WUMEKT OFpaHWYeHHbI CPOK CAyXO6bl,
paBHbli 50 yuknam 06paboTKy.

KoHel cpoka cny>X6bl NMPUTOLHbIX K UCMOIb30BAHWUIO MHTCTPYMEHTOB TaKXe
06bIYHO onpejenseTcqd MX WU3HOCOM WAW MOBPEXAEHUAMMW, BKAOYAOLWUMN
Koppo3uto (TO eCTb pXaBUMHY, TOUYEYHYK KOPPO3UK), BbilLBeTaHUE,
ype3MepHble LapanuHbl, paccnoeHue n TpewHbl, HO He
OrpaHMYMBaK W MMUNCA UMW, KOTOPble MOTYT ObiTb Bbl3BaHbl 06paboOTKOW K
MCNonb30BaHWEM MHCTPYMEHTOB B XUPYPrMyYecKUX onepaumnax u HacTynawT
paHee 50 uwuknos o6paboTku. Kaxablil pas nepes WUCNONb30BaHWEM
nposepalite WHCTPYMEHTbI Ha npegmet nx Hagnexaliero
(hYHKLUOHUPOBaHUA.

Mpn BO3HMKHOBEHWM BOMPOCOB, CBA3aHHbLIX C ONpefefieHNEM [OCTUXEHUA
€CTeCTBEHHOrNo M3HOCa WHCTPYMEHTOB, Heobxogumo o06patuThcad K
YyNONHOMOYEHHOMY NpeACTaBUTENO NPON3BOANTENA B Poccuu.

TPEBOBAHNA K TEXHUYECKOMY OBC/NYXWBAHUIO U

PEMOHTY MEOVNUNHCKOIO N3AE/TNA
He npumeHunmo

NMOPAAOK n YCNOBUA YTUNUNIAUNN NN YHUNUTOXEHWNA
MEANUMNHCKOI O U3AENNA

M3genne oTHOCUTCA K Knaccy b knaccudpukaumm MeLULUHCKNX OTXOA0B.
YTunusupyiite n3genme n ero ynakoBky B COOTBETCTBUM C NIOKANbHbIMU W
rocyfAapcTBeHHbIMUK TpeboBaHMAMMK. Ncnonb3yinTe nepyaTku.

FTAPAHTNA N PEKJTAMALNA

MpousBoAMTENb NpefoCcTaBNsieT rapaHTW, CBSA3aHHYK C HejocTaTkamuy
MeAUNLMHCKOTO M34enuns, B TEYeHWEe BCEro cpoka CNyX6bl M3genuns, KoTopblil
onpejensieTcs 4OCTUXKEHMEM eCTECTBEHHOTO M3HOCA.

MHOTroKpaTHble LUKAbl 06pab0oTKN OKa3blBalOT MUHUMaNbHOE BO3AEHCTBME HA
CPpOK CcNnyx6bl ©“ (QYHKLMOHUPOBAHUE WHCTPYMEHTOB. WHCTPYMeHTbI
MHOFOKPaTHOr0 WCNONb30BaHWA WMEKT OrpaHWYeHHbI CPOK CAYXObl,
paBHbIn 50 ymknam o6paboTKMU.
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End of useful instrument life is generally determined by wear or damage from
handling or surgical use including, but not limited to, corrosion (i.e. rust,
pitting), discoloration, excessive scratches, flaking and cracks and could be
determined earlier than 50 cycles of usage. Inspect instruments between uses
to verify proper functioning.

In case ofquestions regarding the definition of instrument natural wear contact
authorized representative ofthe manufacturer in Russia.

The manufacturer does not assume any additional warranty obligations, except
those that are legally approved.

NAME AND LEGAL ADDRESS OF MEDICAL DEVICE
MANUFACTURER AND AUTHORIZED REPRESENTATIVE IN
RUSSIA

DEVELOPER:
DePuy Mitek, Inc., 325 Paramount Drive,
Raynham, MA 02767, USA

MANUFACTURER:

“Medos International SARL”, Switzerland,

Medos International SARL,

Chemin-Blanc 38, CH-2400 Le Lode. Switzerland.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRIjMedicalOAf2)ITS.JNJ.com
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KoHel, cpoKa CNy»X6bl MPUTOAHLIX K MUCNONb30BAHUIO MHCTPYMEHTOB TaKXe
06bIYHO onpeaenseTcs UX W3HOCOM WM MOBPEXAEHUAMMU, BKIOUYAI UMY
Kopposnto (TO €eCcTb pPXaBUYMHY, TOUEUYHYID KOpPPO3MID), BbllBETaHME,
upesmepHble LapanuHel, paccnoeHue " TpeU|uHbI, HO He
OrpaHMyuMBaO LLUMUCA WMU, KOTOPble MOTYT GbiTb Bbi3BaHbl 06paGoTKON K
MCNONb30BAHMEM WHCTPYMEHTOB B XMPYPTrUUYeCKUX onepaumsx u HacTynawT
paHee 50 uuMKnoB o06paboTku. Kaxablih pa3 nepej WCMNONb30BAHWUEM
nposepsiiTe WHCTPYMEHTHI Ha npeamet nx Hajnexallero
(YHKLMOHUPOBAHUSA.

MpyW BO3HMKHOBEHUW BOMPOCOB, CBA3aHHbLIX C ONpeAeNeHMeM [JOCTUXKEHUS
M3HOCAa WHCTPYMEHTOB, He06X0AWMO 06paTUTbCA K YMNONHOMOYEHHOMY
npeAcTaBUTENtO NMPOU3BOAUTENS B Poccum,

Mpou3BoAnTeNb He 6epeT Ha Ce6 HUKAKUX AONONHUTENbHbIX TapaHTURHbIX
0693aTeNbCTB, 32 UCKOUYEHNEM TEX, KOTOPbIE K PUANUYECKU YTBEPXKAEHbI.
HANMEHOBAHWE 7 I-OPI/ILI,I/IL-IECKI/II7I ALPEC
NnMPON3BOOUNTENA MEOVNUMHCKOI O N3AENTNA 7
YMNO/THOMOYEHHOIO NMPEACTABUTENA MPON3BOANTENA B
POCCI1I

PA3PABOTUUNK:
DePuy Mitek, Inc., 325 Paramount Drive,
Raynham, MA 02767, USA

MPON3BOAUNTESb:

“Mepoc MuTepHewHn CAPN”, W Beiyapus,
Medos International SARL,

Chemin-Blanc 38, CH-2400 Le Lode, Switzerland.

YMO/IHOMOYEHHbIN NMPEACTABUTEJTb MPOU3IBOANTENA B
POCCUNI:

OO0 «[XO0HCOH & [XOHCOH», 121614, r. MockBa, yn. Kpbinarckas, g. 17,
Kopn. 2.

Ten. +7(495)580-7777, dakc: +7 (495) 580-7878

DL-JNJRUMedical OA®;ITS..rNJ.com

Ly



<[MeyaTb-Hak/enKa (KOHFPUBKa) 30/10TUCTOr0

<Kpyrnas neyatb ¢ repbom LiTata uBeTa ¢ repbom wtata MaccauyceTc:
MaccauyceTtc: NMMHH H. MakKOPMAK
JTMHH H. MakKOPMAK HOTAPNYC
HOTAPNYC COAPYXXECTBO MACCAYYCETC
COAPYXECTBO MACCAYYCETC CPOK AEVCTBWA MOEW NLIEH3U
CPOK AEMNCTBUA MOEW NNLUEH3NI NCTEKAET 10 HOABPA 2028 TOAA>
NCTEKAET 10 HOABPA 2028 MTO4A> < Hagnuck oT pyku: Nunn K MakKopmak

05 pekabps 2022 ropga >

LLlemeH-BnaH 38, 2400 J1e Jloknb, LLBenyapus

CTapLumii pyKoBOAWTENb 0TAeNa PerynsaTopHbIX NporpamMm

NMHCTPYKUWA no NPUMEHEHWIO

Habop MHCTPYMEHTOB /19 YCTAHOBKM UMMIAHTATOB /1 JIeHeHUs HecTabunbHOCTU nieyeBoro cyctasa Latarjet EXPERIENCE
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I'IepeBo,q NaHHOIo TeKCTa BbIMNOJ/IHEH NePeBOAYNKOM EyLIJEHKOBbIM MBaHOM Butanbesuyem.

Poccuiickan degepaumst
"opoa MockBa
MAaTHagLaToro Aekabps ABe ThiCAYM ABaALAaTL BTOPOro roga

A, Bepemunin FOnus iropeBHa, BPEMEHHO MCMOJTHAOLWAA 0683aHHOCTM HOoTapuyca ropoga Mockebl Kopcuk
Mapun AnekcaHIpOBHbI, CBUAETE/ILCTBYIO MOA/IMHHOCTL MOAMMCY NepeBofvnKa bylieHkoBa VBaHa
Butanbesnya.

Moanucb caenaHa B MOeM MPUCYTCTBUN.

JInyHOCTb nofnucasLLEero JOKYMeHT YyCTaHOB/IeHa.

3apeructpupoBaHo B peecTtpe: No 77/2139 'H/77-2022- '

YnnayeHo 3a CoBepLUEHME HOTapuanbHo™ pgerictBusa: 400 py6. 00 kom.

FO.N. Bepemuii

Bcero npowHypoBaHo, MPOHYMepPOBaHO
M ckpenseHo neyatbto 34 nucTt(a)(oB)
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